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If a covered entity
h?lsalj?la:::l-h?tur;eus ¢ In an opinion that consolidated the
Ese that yilarmac AstraZeneca, Novo Nordisk, and
P Y Sanofi cases, the Third Circuit held
AstraZeneca District of Delaware If a covered entity i%i;gg 3?3;;;?3;;13:;222
ﬁglelz;m;:fn‘;zjn 1?_ deliver covered drugs to an
ma ufe onl oill’e unlimited number of contract
con};rac t hai"mac pharmacies. AstraZeneca’s, Novo
P Y Nordisk’s, and Sanofi’s respective
- restrictions on delivery to contract
January 30, 2023 Ifa coyered entity pharmacies did not violate the
(Opinion by the Third hiiiﬁ;?_hg[u;e o statute. The court enjoined HHS No further
Circuit Court of p that yilarm;l from enforcing an interpretation of apneal
Appeals) use p Y| the statute that requires delivery of ppe
- pending.
If a covered entity 340B drugs to an unlimited number
4 of contract pharmacies.
does not have an in-
District of New }Iii)a:l S?lfeh ilrlnaf)il”elt Sanofi also claimed that an
Novo Nordisk Y Y alternative dispute resolution (ADR)
Jersey contract pharmacy.

A covered entity
without an in-house
pharmacy may use
multiple contract
pharmacies in Novo
Nordisk’s discretion.

rule that HRSA adopted in 2020
violated the Administrative
Procedure Act’s (APA) notice and
comment requirements. The Third
Circuit rejected that argument and
held that HRSA lawfully
promulgated the ADR rule.



https://www.ded.uscourts.gov/sites/ded/files/opinions/21-27.pdf
https://www2.ca3.uscourts.gov/opinarch/213167p.pdf
https://fingfx.thomsonreuters.com/gfx/legaldocs/byprjkkowpe/Sanofi%20340B%20opinion.pdf
https://fingfx.thomsonreuters.com/gfx/legaldocs/byprjkkowpe/Sanofi%20340B%20opinion.pdf
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Sanofi

If a covered entity
has an in-house

pharmacy, it must
use that pharmacy.

If a covered entity
does not have an in-
house pharmacy, it
may use only one
contract pharmacy.

If a covered entity
without an in-house
pharmacy agrees to
provide claims data,
it may use an
unlimited number of
contract pharmacies.

Novartis

District for the
District of Columbia

May 21 (Opinion by the
DC Circuit Court of
Appeals)

If a covered entity
has an in-house

pharmacy, it must
use that pharmacy.

If a covered entity
does not have an in-
house pharmacy;, it
may use only one
contract pharmacy.

In an opinion that consolidated the
Novartis and United Therapeutics
cases, the DC Circuit held that the
340B statute does not categorically
prohibit manufacturers from
imposing conditions on the
distribution of covered drugs to
covered entities. Novartis’s and
United Therapeutics’ respective
contract pharmacy conditions did
not violate the 340B statute on its

No further
appeal
pending.



https://www.bloomberglaw.com/public/desktop/document/NOVARTISPHARMACEUTICALSCORPORATIONvESPINOSAetalDocketNo121cv01479/1?1637605143
https://www.bloomberglaw.com/public/desktop/document/NOVARTISPHARMACEUTICALSCORPORATIONvESPINOSAetalDocketNo121cv01479/1?1637605143
https://law.justia.com/cases/federal/appellate-courts/cadc/21-5299/21-5299-2024-05-21.html
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United
Therapeutics

A covered entity
may use only a
contract pharmacy
that it used during
the first three
quarters of the
calendar year in
2020.

If a covered entity
did not have a
contract pharmacy
or in-house
pharmacy during the
first three quarters of
the 2020 calendar
year, the covered
entity (1) may use
only one contract
pharmacy and (2)
must regularly report
claims data
associated with all
340B contract
pharmacy orders to a
third-party platform.

face. The district court correctly set
aside HRSA’s enforcement letters
against the manufacturers as
arbitrary and capricious under the
APA.
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The district court held that the HHS
General Counsel’s 2020 advisory
opinion was arbitrary and
. capricious because it rested on a
If a covered entity :
. legally flawed assumption that the
has an in-house .
. 340B statute unambiguously
pharmacy, it must . .
use that pharmacy; requires manufacturers jco Flehver
' covered drugs to an unlimited
If a covered entit number of contract pharmacies. Pending
Y Additionally, HRSA’s enforcement | appeal before
does not have an in- A .
October 29. 2021 house pharmacy, it letter to Eli Lilly was arbitrary and | the Seventh
Eli Lilly Southern District of : ’ capricious, given the agency’s Circuit, which

Indiana

(Order)

may use only one
contract pharmacy.

A covered entity also
may use a contract
pharmacy that is
wholly owned by the
covered entity.

fluctuating positions regarding its
ability to take enforcement actions
relating to manufacturers’ dealings
with covered entities through
contract pharmacy arrangements.
The court set aside both the 2020
advisory opinion and enforcement
letter as in violation of the APA
and remanded the enforcement
letter to HRSA for further
consideration.

heard oral
arguments on
October 31,
2022.



https://ecf.insd.uscourts.gov/cgi-bin/show_public_doc?12021cv0081-144

